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DETAILED ACTION 

Applicant's amendment in the reply filed on 10/23/07 is acknowledged. 
Any rejection not reiterated is hereby withdrawn. 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 10/23/2007 has been entered. 



Election/Restrictions 

Applicant's election with traverse of claims 41, 43-48, 53, 54, 56, 61, and 62 in the reply 
filed on 4/3/2007 is maintained. The traversal is on the ground(s) that Examiner failed to 
provide examples how different invention groups are distinct and different. This is not found 
persuasive because in a 371 case, as long as there is no special technical feature in the 
application, which was stated clearly in the previous office action, accordingly the groups are not 
so linked as to form a single general concept under PCT Rule 13.1 ., and therefore lack of unity 
of invention exists. 

The requirement is still deemed proper and is therefore made FINAL. 

Applicant's argument regarding election of species is found convincing, therefore the 
requirement for the election of species is hereby withdrawn. 
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Claims Pending 

Applicant has cancelled claims 1-40, 42, 49-52, and 55. Claims 41, 43-48, 53, 54, and 56- 
62 are pending. Claims 57-60 are withdrawn. Claims 41, 43-48, 53, 54, 56, 61, and 62 are 
examined on the merits. 

Claim Rejection 112, 1 st 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 41, 43-48, 53, 54, 56, 61, and 62 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The claims are drawn to a process of producing a cosmetic and/or pharmaceutical active 
component, comprising (a) providing a fermentation broth comprising a plant component 
selected form the group consisting of rice plant constituent, rice plant extracts and mixtures 
thereof; (b) inoculating the fermentation broth with a mixture of microorganisms comprising at 
least one Lactobacillus, at least one Lactococcus, at least one Leuconostoc and at least one 
yeast"; (c) fermenting the microorganism-containing fermentation broth to produce an active 
component. 
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To provide adequate written description and evidence of possession of a claimed 
invention, the specification must provide sufficient distinguishing identifying characteristics of 
the invention. The factors to be considered include disclosure of complete or partial structure, 
physical and/or chemical properties, functional characteristics, structure/function correlation, 
methods of making the claimed product, or any combination thereof. In the instant case, the 
invention recite the limitation "providing a fermentation broth" and "inoculating the 
fermentation broth" assumes the existence of a fermentation broth with a mixture of the claim- 
designated microorganisms, namely Lactobacillus, Lactococcus and Leuconostoc, and at least 
one yeast, but no description regarding what ingredients are contained therein the "fermentation 
broth comprising a plant component selected from the group consisting of rice plant constituents, 
rice plant extracts and mixture thereof is being disclosed in the specification. In addition, it is 
not clear exactly what "active component" Applicant is referring to, and there is no chemical 
name or structure being disclosed in the specification. Accordingly, in the absence of sufficient 
recitation of the components in the fermentation broth, the specification does not provide 
adequate written description of the claimed invention. 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states "applicant must convey with 
reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was in 
possession of the invention. The invention is, for purposes of the 'written description 5 inquiry, 
whatever is now claimed. The specification does not "clearly allow persons of ordinary skill in 
the art to recognize that [he or she] invented what is now is claimed." (See Vas-Cath at page 
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1116). As discussed above, the skilled artisan cannot envision the detailed compound being 
claimed, and therefore conception is not achieved until reduction to practice has occurred, 
regardless of the complexity or simplicity of the compound. Adequate written description 
requires more than a mere statement of the total amount of the plant material being used. See 
Fiers v.Revel, 25USPQ2d 1601 at 1606 (CAFC 1993) and Amgen Inc. v. Chugai Pharmaceutical 
Co. Ltd., 18USPQ2dl016. 

The description requirement of the patent statue requires a description of an invention, 
not an indication of a result that one might achieve if one made that invention. See In re Wilder, 
736, F. 2d 1516, 1521, 222 USPQ 369, 372-73 (Fed. Cir. 1984) (affirming rejection because the 
specification does "little more than outline [goals] appellants hope the claimed invention 
achieves and the problems the invention will hopefully ameliorate.") Accordingly, it is deemed 
that the specification fails to provide adequate written description for the claims and does not 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed had possession of the claimed invention. 

Claim Rejections -35 USC § 1 12, 2 nd 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 41, 43-48, 53, 54, 56, 61, and 62 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 
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The metes and bounds of claims 41 and 56, as drafted in their entirety, are rendered 
vague and indefinite, especially with regard to the recitation of "(a)"providing a fermentation 
broth comprising a plant component selected form the group consisting of rice plant constituent, 
rice plant extracts and mixtures thereof; (b) inoculating the fermentation broth with a mixture 
of microorganisms comprising at least one Lactobacillus, at least one Lactococcus, at least one 
Leuconostoc and at least one yeast" for the following reasons: The recitation of the limitation 
"providing a fermentation broth" and "inoculating the fermentation broth" assumes the existence 
of a fermentation broth with a mixture of the claim-designated microorganisms, namely 
Lactobacillus, Lactococcus and Leuconostoc, and at least one yeast. Giving the foregoing, it it 
uncertain as to what are the ingredients contained therein the "fermentation broth comprising a 
plant component selected from the group consisting of rice plant constituents, rice plant extracts 
and mixture thereof as recited in the claim-designated process step of "(a)". The lack of clarity 
renders the claims very ambiguous. 

The metes and bounds of claim 41 and 56 are further rendered vague and indefinite by 
term "extract" because this term, in and of itself, does not adequately delineate its metes and 
bounds. An "extract" is only defined by the process of its preparation. Such product-by-process 
claims are intended to define products which are otherwise difficult to define and/or distinguish 
from the prior art except by the process of making. Since any given biological source contains 
thousand of extractable compounds, each with it's own particular extraction properties, the 
nature of resulting "extract" will depend on the conditions of the extraction and solvent used. For 
example, at what temperature is the extraction performed; is the extract of a biological source 
with one of various distinct solvents has a profound impact on the final product with respect to 
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the presence, amounts, and/or ratios of active ingredients obtained, and, thus, on the ability of the 
"extract" to provide the desired functional effects(s) claimed and/or disclosed. Since the 
"extract" itself is clearly essential to the instantly claimed invention, the steps(s) by which the 
claimed "extract" is/are obtained is/are also clearly essential and, therefore, must be recited in the 
claims (i.e., as a product-by-process). Although the claims are interpreted in light of the 
specification, critical limitations from the specification cannot be read into the claims (see, e.g., 
In re Van Guens, 988 F.2d 1 181, 26 PSPG2d 1057 (Ded. Cir. 1991)). Accordingly, without the 
recitation of all these critical limitations as set forth above, the claims do not adequately define 
the instant invention. 

Claims 41 and 56 recite the limitation "the microorganism-containing fermentation 
broth". There is a lack of clear antecedent basis for this limitation in the claims. Perhaps, 
Applicant may overcome the rejection by adding to obtain a microorganism-containing 
fermentation broth after "yeast" in each of the claims. 

The metes and bounds of claim 45 are rendered vague and indefinite, as drafted in its 
entirety, because it is unclear as to what "fermentation broth is adjusted to a pH of from 4.5 to 
8.5 prior to fermentation", since the recitation of claim 41 appears to read on a process of 
inoculating a fermentation broth comprising rice plant constituents, or rice plant extracts, and/or 
mixtures thereof with a mixture of claim-designated microorganisms and at least one yeast and 
fermenting the microorganism-containing fermentation broth to produce an active component. 
The lack of clarity renders the claims very confusing and ambiguous. 

Claim 54 recites the limitation "the fermented broth" in line 2. There is insufficient 
antecedent basis for this limitation in the claim. 
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Claim 56 recites the limitation "the fermented broth" in line 12. There is insufficient 
antecedent basis for this limitation in the claim. 

Claims 61 and 62 recite the limitation "The product" in line 1. There is insufficient 
antecedent basis for this limitation in the claims. Applicant may overcome the rejection by 
replacing "The" with A. 

Claims 41 and 56 recite "rice plant extract", and the metes and bound of those claims are 
uncertain because it is unclear as to the identification of the ingredients to which Applicant 
intends to direct the subject matter. Although the use of common names or 
traditional/ethnopharmacological names is permissible in patent applications, the standard Latin 
genus-species name of each ingredient should accompany non-technical nomenclature as a 
means for identifying the subject botanical and animal matter noted in this application. Applicant 
may overcome the rejection by placing the genus-species name of "X" in parentheses after the 
term (s) "X". Please make sure to write the Latin name in the proper format, wherein the first 
word is capitalized, the second word is lowercase and the entire name is italicized. 

All other cited claims depend directly or indirectly from rejected claims and are, 
therefore, also, rejected under U.S.C. 1 12, second paragraph for the reasons set forth above. 

Claim Rejections -35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth 
in section 102 of this title, if the differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

Claims 41, 43-48, 53, 54, 56, 61, and 62 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sawaki et al (US 2004/0052759), in view of Uno et al (US 2001/0041203) and 
Miyazaki et al (US 7,090,875), further in view of Klaenhammer et al (US 5,618,723). 

This is a new rejection. 

Sawaki et al teach cosmetics containing an active component comprising lactic acid 
bacteria fermented rice obtained by fermenting rice with lactic acid bacteria (see Abstract). 
Sawaki et al also teach that lactic acid bacteria to be used for fermentation of such raw rice 
include, for example, Lactobacillus, and Streptococcus (the same as lactococci, see 
Klaenhammer et al (US 5,618,723), col 10, line 1-5) faecallis etc [0016]). Sawaki et al further 
teach that the cosmetics can be obtained, which are excellent in emulsion stability and biological 
safety, have a good feeling when using and after using and further have a total beautifying effect 
of cosmetic treatment including an improving effect on hair texture, and brightening and caring 
effects on the skin (see Abstract). 

Sawaki et al do not teach the claimed pH, pretreatment, temperature, and separation 
method, and Sawaki et al do not teach that Leuconostoc, and yeast are used in fermenting rice. 
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Uno et al teach adding water and yeast to rice, heating at 90°C for 30 min (pretreatment), 
fermenting at 20°C for 2 days, and then being filtered [0129; 0130]. Uno et al also teach that the 
invention being used in cosmetics [0076; 0077; 0079; 0080], Uno et al also teach that liquefying 
process (pretreatment) can facilitate fibrous hydrolase activity and ferulic acid esterase activity, 
and contribute to decomposition of fibers in cereals and liberation of ferulic acid [0071] which 
can be further used in cosmetics [0076]. 

Miyazaki et al teach a fermented product prepared by microorganisms such as 
lactobacillus, lactococcus, and leuconostoc, or by several kinds of strains in combination at pH 
preferably 5.0-6.0 (col 5, lines 50-55). Miyazaki et al also teach that the fermented product can 
improve dry, roughed, wrinkled, or loosened skin and prevent the skin from aging (col 2, lines 
47-55). 

Klaenhammer et al teach that bacterial used in the fermentation of dough formed from 
cereals (e.g., wheat, rye, rice, oats, barley, and corn) include yeasts such as Saccharomyces 
cerevisiae and Candida utilis, and lactic acid bacterial of genera Lactobacillus, Lactococcus, 
Leuconostoc etc (col 9, lines 42-48). 

It would have been prima facie obvious for one of ordinary skill in the art at the time the 
invention was made to use the pretreatment, and the separation (filtering) method of Uno and the 
pH of Miyazaki et al in Sawaki et al for the following reasons. 
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It is clear from Uno et al that liquefying process (pretreatment) can facilitate fibrous 
hydrolase activity and ferulic acid esterase activity, and contribute to decomposition of fibers in 
cereals and liberation of ferulic acid [0071] which can be further used in cosmetics [0076], 
therefore it is obvious for one of ordinary skill in the art at the time the invention was made to 
follow the procedure of Uno et al in Sawaki et al to make the fermented rice extract so that the 
rice fermentation product in Sawaki et al can be used in cosmetics. 

It is further clear from Miyazaki et al that keeping the fermented product at pH 5-6 suits 
for cosmetic skin application in cosmetic products, therefore it is obvious for one of ordinary 
skill in the art at the time the invention was made to use the pH of Miyazaki et al in the 
fermented product in Sawaki et al to achieve the antiaging effect in cosmetics. 

Since all the inventions of Sawaki et al, Uno et al and Miyazaki et al yielded beneficial 
results in the cosmetic industry, one of ordinary skill in the art would have been motivated to 
make the modifications. 

It would be obvious to combine lactobacillus, lactococcus, leuconostoc, and yeast 
together to enhance the fermenting effect, as Klaenhammer et al teach each of them individually 
as examples in the fermentation preparations. Since Klaenhammer et al only teach fermentation 
of rice etc include yeasts such as Saccharomyces cerevisiae and Candida utilis\ and lactic acid 
bacteria of genera Lactobacillus, Lactoccus, Pediococcus and Leuconostoc, thus choosing from a 
finite number of predictable solutions (choosing from three genus out of four) would have been 
obvious because a person of ordinary skill has good reason to pursue the known options with his 
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or her technical grasps. If this leads to the anticipated success, it is likely the product not of 
innovation, but of ordinary skill and common sense. 

Regarding determining the pH of the fermented product, the result-effective adjustment in 
conventional working parameters is deemed merely a matter of judicious selection and routine 
optimization which is well within the purview of the skilled artisan, depending upon the types 
and the amounts of the bacteria used for fermentation. 

From the teachings of the references, it is apparent that one of the ordinary skill in the art 
would have had a reasonable expectation of success in producing the claimed invention. 

Thus, the invention as a whole is prima facie obvious over the references, especially in 
the absence of evidence to the contrary. 



Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Qiuwen Mi whose telephone number is 571-272-5984. The 
examiner can normally be reached on 8 to 5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Qiuwen Mi 




